European Directorate  Direction européenne

e o gl Atorvastatin impurity mixture

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE LEUROPE  obpgava pe tov Kavovioud REACH (EK) 1907/2006 6nwg tponononifnke and tov Kavoviopo (EE) 2020/878
Hpepopnvia ékdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Meiypa
Ovopo Tov TPoidvTog : Atorvastatin impurity mixture
Kodwog mpoidvtog : 202200029

1.2. Zovogeic mpocdtopillopeveg YPNGELS TG 0VGILAG 1] TOV REIYIATOS KOL OVTEVOELKVOOIEVES Y PNGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Mobvo Yo emaryyeApaTIKN YpIRoN
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

Kapkwoyéveon, katyopia 1B H350
To&wdmta otV avamapaywyn, katyopia 1B H360FD
To&wdmta 6TV avamapaymyn, ETmpochetn Katnyopia, emdpacelg ot yorovyio H362

1M pécm g yorovyiog
Emkivduvo o to vdatvo meptBaiiov — Xpoviog kivduvog, katnyopiog 4 H413
ITAnpeg keipevo tov dnidoewv H kon EUH: BAéne tunqpa 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaihov
Amopacn HESH KPioNG EUTEPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHS08
Ipogwboromtiky AéEn (CLP) » Kivdvvog
Iepigyet . (3S,5S)-7-[2-(4-fluorophenyl)-3-phenyl-4-(phenylcarbamoyl)-5-(propan-2-yl)-1H-pyrrol-1-yl]-3,5-
dihydroxyheptanoic acid
AnAdoelg emkvovvomtag (CLP) : H350 - Mropei va. tpokarécel kapkivo.

H360FD - Mnopei va. Prayet ) yovipodmta. Mropei va BAayet To Euppuo.
H362 - Mropei va BAdyet ta Bpéen mov TpEPovTal e HnTpikd Yola.
H413 - Mnopei va TpokoléoeL LOKPOYPOVIES ETTTMOGELS GTOVG VIPOBLOVG OPYAVIGHOVGC.
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Atorvastatin impurity mixture
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoundnke and tov Kavoviopé (EE) 2020/878

Aniooeilg Tpopvraéng (CLP) : P201 - E@odwoteite pe Tig €101kég 0dnyieg Tpv omd ™ xpnon.
P202 - Mnv 10 XpNGLHLOTOGETE TPV OLOPACETE KOl KATAVONGETE TIG 0d1Yieg TPOPOAAENG.
P260 - Mnv avanvéete okOvn/avaduidoeic/oépio/otoyovidt/atpons/eKkvep®LaToL.
P263 - Amogevyete TV EX0QN 0T SIEPKELD TNG EYKVHOGVVIG KOt THG YOAOL)IOG.
P264 - TTIAovete ta yépua, Toug TXES (avTiBpdyla) Kot T0 TPOCOTO GYOAACTIKA HETE TO YEPICUO.
P270 - Mnv tpd1e, Tivete 1} kanvilete, 6TV YpNOYLOTOLEITE QVTO TO TPOTOV.
P273 - Na amo@edyetat 1 Elevbépwon oto meptPairov.
P280 - Na. popdte mpooTaTELTIKG YAVTIO/TPOGTUTEVTIKG EVOVLLATO/HEGE OTOMUIKNG TPOGTAGING Y10t TO.
UATLO/TO TPOGWTO/TO AVTLA.
P308+P313 - XE IEPIIITQXH éxbeong 1 mbavottag ékbeong: TopPovievdeite/Emokepbeite
ytpo.
P405 - dvldooetat KA mpévo.
P501 - Awébgomn tov Tepleyopévon/mepléktn o€ onpeio GLAAOYNG EmKiVELVOV 1} E8IKOV 0oPANTOV,
GULPOVO LE TOVG TOTKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kon dtebveig kavoviopovs.

Zrpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKELAGIM, Ta TEPLEYOUEVA TG OToi0G dgv vIepPaivovv Ta 10ml

Ewovoypdappata kivdvvov (CLP) :

GHS08
Emikivduvo mepieydpevo : (3S,5S)-7-[2-(4-fluorophenyl)-3-phenyl-4-(phenylcarbamoyl)-5-(propan-2-yl)-1H-pyrrol-1-yl]-3,5-
dihydroxyheptanoic acid

2.3. AlLot Kivoovor

Aev nepiéyetl ovoieg PBT/VPVB > 0,1%, ot omoieg éxovv agoloynBei cbppmva pe to Iapdptmpa XIII tov Kavoviepod REACH

To piypo dev mepiéyet ovoia(eg) mov TepLapPavetal 6Tov KatdAoyo mov kataptifetor cvpemva pe to dpbpo 59 mapdypagog 1 Tov kavoviopod REACH yw tig
W10 TEG EVOOKPIVIKNG Statapoyis 1 0ev avayvapileTat 0Tt XL 1310TNTEG EVOOKPIVIKNG StaTapoyi G COUPMVE LE TO KPLTHPLo Tov opilovatl oTov Kat'
g&ovoioddtnon Kavoviono mg Emtponng (EE) 2017/2100 1} tov Kavoviopd g Emtponng (EE) 2018/605, oe cuykévtpoon ion 1 peyoddtepn anod 0,1%

TMHMA 3: Z0vOeon/TAnpo@opiss Y10 TO. GVOTUTIKG

3.1. Ovoigg

Aev 1oy0et

3.2. Meiypota

Ovopa AvVayvopeTiKOg Kodkeg | % Kataraén copomva pe v 0dnyia
TPoidvTOog 1272/2008 EK [CLP]

(3S,5S)-7-[2-(4-fluorophenyl)-3-phenyl-4- - 66.6 Carc. 1B, H350

(phenylcarbamoyl)-5-(propan-2-yl)-1H-pyrrol-1-yl]-3,5- Repr. 1B, H360FD

dihydroxyheptanoic acid Lact., H362

(4R,6R)-6-[2-[2-(4-fluorophenyl)-3-phenyl-4- - 334 Aquatic Chronic 4, H413

(phenylcarbamoyl)-5-(propan-2-yl)-1H-pyrrol-1-yl]ethyl]-

4-hydroxyoxan-2-one

ITAnpeg keipevo tov dnidcewv H kon EUH: BAére tunpa 16

TMHMA 4: Métpa npdtov fonbsiov

4.1, lleprypopn péTpov TpaTev fondeiav

Métpa tpdtev Bondeidv petd omd eilomvon : Bydte tov mofovta otov kabapd aépa. APiote TO GTOUO OV TPoSPANONKE Vo avomvevoel kobapd
aépa.

Métpa tpdtev Bondeidv petd omd emapn pe To dépua : KoBapiote ™ peyaivtepn dvvarh mosdtra okovmilovtds ) (kabapd Kot LoAaKO amoppoenTikod
navi). [TAvete pe GeOovo vepd Kot amoppLTAVTIKG.

Métpa tpdtev Bondeidv Hetd omd exapn pe To PATLo : Eemldvete pe vepd Kpotdvtog To PAEQAPO KOAG ovoryTd.

Métpa Tpdteov Bondeidv petd and kotdmoon : Eemlvete 10 otopa. Evdéyeton va cvotbel mopatetapévn wtpikh mapakolovdnon.
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Atorvastatin impurity mixture
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

SOUTTOHOTO/ETIOPAGELG © BMdPeg oy vyeia evdéyetar va eppavictovy pe kabvotépnon.
SOURTOUOTO/ETIIPACELG PETE omd eloTvon  Avemopkr dedopéva.
FOUTTOUOTO/EMBPACELS HETG OO EXOQT LE TO SEPUAL . Avemapkn dedopéva.
FOUTTOUOTO/EMBPAGELS HETG Ad EMAQT LE TOL pATIoL . Avemapkn dedopéva.

TopBovievdeite/Emorepbeite yiotpd. Eqv givan duvatd deilte avtd o 9OAA0 acpareiog, ki av oy, deifte T cuokevacio 1 v ETKETA.

TMHMA 5: M¢ 0 TV KOTOTOAEPON TNG TVPKO

Katddnka péca mopdcPeong : KovBépra nupdcPeong.

Kivévvog mopkayidg . BMéme tpnpa 2.2.

MéTpa yio0 TNV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowomomote péca Katdofeons katdAinia yio v mepBAArovco TupKayid.

TMHMA 6: Métpa 6€ TEPIATOO 0KOVOLOG EKAVONG

Tevikd pétpo 1 Amo@lyete v dueomn enogn pe To TPoidv. Mnv avomvéete
oKOVN/avabVILACELY/ 0EPLE/GTAYOVISIO/ A THOVS/ EKVEPDLOLTA.

6.1.1. T TPocsOTIKS GALO 06 TO TPOGOTIKG EKTUKTNG AVAYKNG

Métpa éktaxTng ovaykng : ®ophte KOTAANAO TPOGTATEVTIKO POVYIGLO, YOVTIO KOL TPOGTAGIO Y10 TO HATLOL KOl TO TPOCMTO.

6.1.2. T dTopo mov TPooPLpovy TPpdOTES o dsieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAfov TANpoPopieg

MébBodot kabapiopon 1 Zyovpéyte, 0TL Ta amoppipata o epIoLALeYOVV Kot Ba amodnkevTovy acporéic. Kabapiote
TpooekTikd. [TAOveTE To LITOAEINATA TTOV dEV UTOPEITE VO AVOKTNGETE HE : ALGAVILO VTTOYA®PLOSOVG
vatpiov.

Agv vrdpyovv emmAéov TANpoPopie

TMHMA 7: Xepiopog kon awodnkevon

Emn)éov kivovvor katd v eneéepyacio . Eg@uotdron emiong n mpocoyn tov xpnot 61oug Thavodc Kivdhivoug Tov EVOTAPYOvY 6TV TEPITTOGT
OV TO TPOTO6V YpNGIHonomOel fe TPOTO OV OPIleTal Amd TIG KATUCKEVAGTIKEG TPOSIOLYPOUPES.

TIpogurdéerg yio acpoli xeipiopd : Xpnowomomote T0 TPOIOV [e TPOGoYN. ATOPVYETE TNV GLECT) ETAPY HE TO TPOTOV. XTO HETPO TOV
Suvotol 1 xpNoT TOL TPOIOVTOG TPEMEL VAL YIVETOL GE EPYOGTNPLOKT YOGV).

Meétpa vytewvng : Xpron tov TpoiovTog e opbn Prounyavikn vytewn Kot Sadikacies acpaAsiog.

Teyvikd pétpo 1 Zoppopewbeite pe Tovg 16YHOVTEG KAVOVIGHODG.
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Atorvastatin impurity mixture
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

ZovOnkeg OAOENG 1 DdvAdooetol KAEW®HEVO.

7.3. Ewducn} Tl xpion 1 p1osis
BAéme tpuipa 1.

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki Tpoctacio.

8.1. lapapeTpor eAéyyov
8.1.1 EOvikég oprokic Tipég emayyshpotikig £k0eong ko frolhoyukég oplokis Tipég
Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpeves Sradikacisg mopaKorovONoNg
Agv vrdpyovy emmA£ov TANPOPopieg

8.1.3. Zympartiovrar otoyygio pHTaveng Tov aépa
Agv vrdpyovv emmAéov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vrdpyovy emmA£ov TANPOPopieg

8.1.5. Tleproyég eréyyon

Agv vrdpyovv emmAéov TANpoPopieg

8.2. "Edeyyon ék0gong

8.2.1. Katdiinior pnyavikoi éreyyon

Katarinior pnyovucoi Ereyyor:
Awmpnote o€ kaAd e€aeptlopevo Ydpo. XpNOUYLOTOLEITE AMOKAEIGTIKG O KAELGTN YOOV UE EVOOUATOUEVO @idTpo. DidTpo aepocmpatidiny vyning
amoteheopoticomtog (HEPA filter).

8.2.2. ATopkOG TPOOTOTEVTIKOG EE0TAMONOG
8.2.2.1. IlpocTocio TOV PUTIAV KUL TOV TPOGATOV

IIpocrocia 0@OaipdV:
Ipooctatevtikd yvald. DIN EN 166

8.2.2.2. Ilpootucia d&ppatog

IIpocTacio Tov dépparoc:
Xpnoonoteiote TPooTaTELTIKO povyIoHd Yo ynpkd. DIN EN 13034

Ipootacio TV 1ePLOV:
IpootatevtiKd yavtio avBekTikd oe ynukd tpoiovta. ISO 374-1
8.2.2.3. IIpocTocio TOV UVATVEVGTIK®OV 060GV

I1po6TOGia TOV OVUTVEVGTIKAV 06QV:

Ye nepintoon anelevdépmong okovNg : pnaokes e iktpo Yo okdveg P3. DIN EN 140 & 149. Yypd mpoiov : Mdoko agpoidpatog. Popdte avamvenosTikn
GLGKELT 6€ TepinToon £keong oe aToVg/oKOVES/ aepoAD LT

8.2.2.4. Ogppikoi kivévvol

Agv vrdpyovv emmAéov TANPOPOpieg

8.2.3. OproBétnon ko TapakorovOnon g meprfariovroroyikis £k0eong o€ Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®uo1kég Kot (NHIKEG 1010TNTEG

9.1. Zroygia Yo TG PAGIKES QUGIKES KL YNUIKES 1O10TNTES

Dduow KoTdotoon T Zteped
APOLLOL © Mn dwbéoyo
Oopn . Agvoyoet.
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Atorvastatin impurity mixture
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

Opro oopng © Mn dwbéoyo
Inueio &ewg : Mn dwbéopo
Inueio m&emg : Mn dwbéorpo
Inueio Bpacpod : Mn dwbéopo
Evelektomta © Mn Swbéoyo
Opra kvdvvov ekpn&emg : Asv oyvet
Xapniotepo 6pto £kpnéng : Agv ioyoet
AvdtoTo 0pio expnéipomtog : Aev ioyoet
Inuelo avapredng 1 Asvioyoet
Ogppokpacio avtavapreéng T Agv oydet
Bgppokpacio arocHvieong : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agv ioyvet
Awdvtoétto © Mn dwbéopo
ZUVTEAEOTIG KOTAVOUNG OF HElyLLo n-0KTAVOANG/VEPOL : Mn dwbéopo
(Log Kow)

Tdon atpdv © Mn dwbéoo
Ilieon atpov og Beppokpacio 50°C : Mn dwbéopo
TTvkvotnto : Mn dwbéopo
Zyetikn mokvoTnToL © Mn dwbéoo
ZyetTikn TokvOTTO 0TUOV 6ToVG 20°C T Agvioyvet
Méyebog copatidiov © Mn dwbéoo

9.2.1. I po@opies GYETIKA IE TIS KLAGELS PUGIKOD KIvdHVou
Aev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMAa {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

ZtaBepd VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéme tunpa 7.

Otav Beppaivetor péxpt Tov oNUEOL SACTACNG, EKTEUTEL EMKIVOLVOLG KATVOUG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&comra (0md oTOHATOG) 1 Mn ta&wopnpévog
O&eia To&ikomTo (deppratiKn) 1 Mn ta&wopnpévog
O&eia To&otta (avomvon) 1 Mn ta&wopnpévog
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Atorvastatin impurity mixture
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomodnke omd tov Kavovioud (EE) 2020/878

AGBpwon ko gpeiopdg Tov déppatog © Mn ta&wvopnpévog

ZoPapn opOaipicn BAAPN/epedionos © Mn ta&vopnpuévog

Evaisbntomoinon tov avomvevstikod 1 : Mn ta&vounpuévog

gvaucOntomoinon Tov d€ppatog

MetaAro&ryéveon YEVVNTIKOV KUTTAP®OV : Mn ta&vounpuévog

Kapxwoyéveon : Mmopei va mpokodécet kopkivo.

To&wdmTa Yo TV avomapoyoyn : Mmnopei va Brayet t yovipdtnta. Mropei va. PAdawet to £uppvo. Mropei va frdyet ta péen mov
TPEQOVTOL e UNTPLKO YOAQL.

Ewdu to&wotnrta ota dpyava-ctoyovs (STOT) — © Mn ta&vounpuévog

gpamag £xbeon

Ewum to&wotnta ota dpyava-otoyovs (STOT) — © Mn ta&vopnpuévog

emavelnupévn ékbeon

Enucvduvomra avappdenong : Mn ta&vounpuévog

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 12: Owkohroyikég TAnpo@opisg

Oworoyia - yevika . Emivdvva amdfinta. Xpnowomroteite katdrAinia doyeio andppymng.
Emikivduvo y1o to vddtvo meptBdAiov, Bpayvmpdbeopog : Mn ta&vopunpévog

(0&bg)

Emikivduvo yio to vddtivo meptBdAlov, pakporpdbeopog : Mmopel vo TpokaAEoEL LOKPOYPOVIEG EMTTOGELS GTOVG VIPOPLOVS OPYAVIGHOVG.
(xpéviog)

Aev voiotaton Tayeio amocvvheon

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vadpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Tomun vopobeoio (amdPAnTa) . Kataotpéyte pe ao@ain tpdmo cOUP®VO LE TOVG TOTIKOVS/ €BVIKOVG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YETIKA PE T PETAPOPE.

Topupovo pe ADR /IMDG / IATA
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Atorvastatin impurity mixture
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

ADR IMDG IATA

14.1. ApwOpég OHE 1 aprOpoég tavtétnTag

Aev 1oy0et ‘ Agv woyvet ‘ Agv et

14.2. Oweio ovopacio arostomig OHE

Aev 1oydet ‘ Agv 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-€1g KivdOvov KOTA T HETAPOPA

Agv 1oy0g1 ‘ Agv 1oyvet ‘ Aev 1oydet

14.4. Opdaoda cvokevaciog

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

14.5. Tlgprfairovtikn emKIvoLvOTITO

Agv 1oy0gt ‘ Agv 1oy0et ‘ Aev 1oydet

Aev vrapyovy emmAfov Stabéoipes TANPoPopies

14.6. Exdukég Tpo@uAaEels yia Tov YpieTy

Eriyewo petagopa
Agev 1oy0et

petapopd pécm Boracong
Aev 1oydel

Evoépuo petagopd
Aev 1oy0et
14.7. @alaooreg peTa@opég y 0NV cdpemva pe Tig Tpageig rov IMO

Aev 1oy0et

TMHMA 15: Xtorygio vopoOetikod yopaxTipa

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QAILED, TNV VYEID KOl TO TEPLPGLLOV Y10 TNV 0VGiA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapapmpa XVII tov REACH (ITpoimobiceig mepropiopov)

Aev nepiéyet kapia ovoio(eg) mov meprapPaverai(ovrar) oto Mapdpmmpoa XVII tov REACH (Ilpotmobéceis mepropiopon)

Hapaptnpae XIV too REACH (Katdroyog ad£1060TNn01G)
Aev mepiéyetl kapia ovoia(eg) mov meprappavetar(ovrar) oto Mapdaptpa XIV oo REACH (Katdloyog adei0ddtnong)

Kataroyog vroyigrov overdv REACH (SVHC)

Aev mepiéyet kapia ovoio(eg) mov meprapPdaverar(ovtat) otov Katdroyo vroynelev ovoldv REACH
Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaiveon petd omé evpépmon)

Aev gpapuoletat.

Kavoviopég POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpapuoletat.

Kavoviepog nepi eac0évnong Tov 6Lovrog (EE 1005/ 2009)

Aev nepiéyet kapio ovoio(eg) mov meptrapPdvetar(ovtar) oTov Katdroyo ovoidv mov e&ocbevitovv to 6lov (Kavoviopodg EE 1005/2009 oyetikd pe Tig ovoieg mov

e&acbeviCouv ™ otifdda Tov 6Covtog)

Kavoviopdg mepi ekpnkTIk®V Tpodpopmy ovordv (EE 2019/1148)

Aev nepiéyet kapia ovoio(eg) mov meprapPdaverar(ovrar) otov Katdroyo Tpddpopmv ovoldv ekpnktikodv (Kavoviepdg EE 2019/1148 oyetikd pe v gpmopio. kot

™ PO TPOSPOU®Y OLGLOV EKPNKTIKADV)
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Atorvastatin impurity mixture
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpomonomfnke amd tov Kavoviopd (EE) 2020/878

Kavoviopdég mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mephapfavetayoviat) 6Tov Katdhoyo pddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotateg
Agv vrdpyovv emmAéov TANpoPopieg
15.2. A&wordynon ymuikis o.c@aierog

Agv vrdpyovv emmAéov TANpopopie

TMHMA 16: Alheg TAnpo@opisg

Ipeg keipevo ppaocewv H ko EUH:

Aquatic Chronic 4 Emcivduvo yio to vddtvo mepiparrov — Xpoviog kivduvog, katnyopiog 4

Carc. 1B Kapkwoyéveon, katmyopio 1B

H350 Mrmopei vo. TpoKarEGEL KOPKIvO.

H360FD Mmnopei va. Prayet T yovipomta. Mmopet va BAayet To £uppuo.

H362 Mmropei va. Prayet Ta Bpépn Tov TPEPOVTOL L UNTPKO YOAQL.

H413 Mmropei va. Tpokarésel LAKPOYXPOVIES ETTTMOGELS GTOVG VIPOBLOVES OPYOVIGUOVG.

Lact. To&wodmTa 6Ty avaropayoyn, enmpochet Katnyopia, ETSPACELS 6T YoAovyio 1) HEGE TNG YOAOVYIOG
Repr. 1B To&wodmTa 6TV avorapaywyn, katnyopio 1B

Katnyopromoinen ko 7p@TéK0OALO Y10 TNV KATIYOPLOTOINGT TOV IYRATOV 6OPQ@Ve pe Tov kavoviopo6 (EK) 1272/2008 [TEX]:

Carc. 1B H350 Mé£00d0g vTOAOYIGLOD
Repr. 1B H360FD Mé£00d0g vTOAOYIGLOD
Lact. H362 MéBodog vroroyiopon
Aquatic Chronic 4 H413 MéEB0d0¢ VTOAOYIG OV

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOITOTHXEH EY®NHZX Ot mAnpo@opieg mov TePLEYOVTaL 6€ aVTO TO SEATIO TPOEPYOVTUL 0O TTNYEG TIG 0Toieg Dewpovpe agomiotes. [lapdra avtd, divovtol
XOPIG Kapio gyydnon, pntn N appnTn, Yoo v aKpifeid toug.
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